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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 7/21/11 has been entered. 

Priority 

1. Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) or 
under 35 U.S.C. 120, 121, or 365(c) is acknowledged. Applicant has not complied with one or 
more conditions for receiving the benefit of an earlier filing date under 35 U.S.C. 120 as follows: 

The later-filed application must be an application for a patent for an invention which is 
also disclosed in the prior application (the parent or original nonprovisional application or 
provisional application). The disclosure of the invention in the parent application and in the later- 
filed application must be sufficient to comply with the requirements of the first paragraph of 35 
U.S.C. 112. See Transco Products, Inc. v. Performance Contracting, Inc., 38 F.3d 551, 32 
USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed application, Application No. 10/360,768, fails to provide 
adequate support or enablement in the manner provided by the first paragraph of 35 U.S.C. 1 12 
for one or more claims of this application. A waveform generator and waveform logger are not 
disclosed. The controller being capable of sampling and monitoring the electroporation voltage 
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and current waveforms, and the waveform logger being capable of recording the electroporation 
voltage and waveforms are not disclosed. 

Claim Rejections - 35 USC §103 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

3. Claims 1, 4-15, 18, 19, 29-31 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Draghia-Akli et al (US 7,245,963) in view of Simon (US 2002/0010415). 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art only under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: (1) a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not an invention "by another"; (2) a showing of a date of 
invention for the claimed subject matter of the application which corresponds to subject matter 
disclosed but not claimed in the reference, prior to the effective U.S. filing date of the reference 
under 37 CFR 1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the 
application and reference are currently owned by the same party and that the inventor named in 
the application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer in 
accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing that the 
reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 35 U.S.C. 
103(a). See MPEP § 706.02(1)(1) and § 706.02(1)(2). 
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4. Draghia-Akli discloses an electroporation device comprising a support structure that 
includes a sterile injection channel, an electrode assembly having a plurality of needle electrodes 
mounted in an array around the sterile injection channel, a current generator in communication 
with the plurality of needle electrodes, the generator capable of generating an electrical pulse, a 
power source, a controller, the controller capable of managing the electroporation device to 
expose tissue adjacent to the needle electrodes to substantially constant current independent of 
any resistance change in the tissue during the electrical pulse (col. 12, lines 19-40, col. 17, lines 
56-60, see fig. 4). The device includes an input device 34, 36, 38 in the form of a keypad (col. 
11, lines 19-20, see fig. 5). A status reporting device (LEDs 62, 64, 54) report status information 
during use (col. 11, lines 26-28). The system may be provided with a battery (col. 5, lines 36- 
37). The electrode assembly comprises a handle 1 (portion in black in fig 4), the sterile channel 
extends through a portion of the handle. The array is circular (col. 9, lines 44-46). 

5. Draghia-Akli discloses a method of electroporating cells comprising the steps of 
programming a pulse pattern into a controller of the electroporation device described above, the 
controller manages the device to expose tissue to a constant current independent of any 
resistance change in the tissue during the electrical pulse (col. 17, lines 56-60), the electrodes are 
inserted into the tissue, 

6. Draghia-Akli fails to disclose that the controller is capable of sampling and monitoring 
the voltage and waveforms, and a waveform logger capable of recording the voltage and 
waveforms. Simon teaches an electroporation device that includes a waveform logger that 
measures and records the voltage and current delivered through the electrodes so that the 
patient's response to the treatment can be compared to a baseline and monitored over time and 
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the performance of the system and the pharmaceutical can be assessed (page 6, paragraph 0060). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of invention 
to modify the device of Draghia-Akli to include a waveform logger as taught by Simon so that 
the performance of the treatment can be assessed. 

7. Claims 9, 10 differ from the teachings above in calling for an optical serial port or an 
infrared port. However, wireless communication is well known in the medical device art in 
general and is provided in order to make use of the device easier for the patient and medical 
technician. At the time of invention, it would have been obvious to incorporate an optical serial 
port or an IR port into the invention to Draghia-Akli. These devices are well known in the art 
and the motivation for the incorporation would have been known generally by one skilled in the 
art to make use of the device easier for the patient and the medical technician and thereby 
enhancing the device in general. 

8. Claims 11,12 differ from Draghia-Akli in calling for memory in communication with the 
controller. Simon teaches that the controller includes memory that allows the signals to be 
generated and controlled (page 14, paragraph 0139). Therefore, it would have been obvious to 
one of ordinary skill in the art at the time of invention to modify the device of Draghia-Akli to 
include a memory as taught by Simon so that the controller can generate the signal. 

9. Claim 19 differs from Draghia-Akli in calling for the diameter of the circular array to be 
about 1.0 cm. This would have been a matter of obvious design choice. It is well known in the 
medical arts to adjust the size and arrangement of needles and electrodes to meet the needs of the 
procedure being performed. The size of a treatment area can vary widely from patient to patient 
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based on the size of the person. Therefore, it would have been obvious to one of ordinary skill in 
the art at the time of invention to modify the needle array to have a diameter of about 1 cm. 

10. Claims 3, 27, 28 are rejected under 35 U.S.C. 103(a) as being unpatentable over Draghia- 
Akli et al in view of Simon as applied to claim 1 above, and further in view of Jacobsen et al 
(US 4,141,359). 
11. 

12. Claim 3 differs from the teachings above in calling for an impedance tester in electrical 
communication with the plurality of needles. Jacobsen teaches an electroporation device having 
an impedance tester to monitor the resistance of the tissue to ensure that the current remains 
constant (col. 6, lines 22-26). It would have been obvious to modify the device of Draghia-Akli 
to include an impedance tester as taught by Jacobsen so that the user can ensure that the needles 
remain in contact with the tissue to prevent voltage spikes that could cause injury. 

13. Regarding claim 27, Draghia-Akli discloses a method of electroporating cells comprising 
the steps of programming a pulse pattern into a controller of the electroporation device described 
above, the controller manages the device to expose tissue to a constant current independent of 
any resistance change in the tissue during the electrical pulse (col. 17, lines 56-60), the electrodes 
are inserted into the tissue, a solution of macromolecules is injected the tissue and a pulse of 
energy is applied (abstract). 

14. Draghia-Akli fails to disclose that the controller is capable of sampling and monitoring 
the voltage and waveforms, and a waveform logger capable of recording the voltage and 
waveforms. Simon teaches an electroporation device that includes a waveform logger that 
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measures and records the voltage and current delivered through the electrodes so that the 
patient's response to the treatment can be compared to a baseline and monitored over time and 
the performance of the system and the pharmaceutical can be assessed (page 6, paragraph 0060). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of invention 
to modify the device of Draghia-Akli to include a waveform logger as taught by Simon so that 
the performance of the treatment can be assessed. 

15. Claim 27 also differs from the teachings above in calling for an impedance tester in 
electrical communication with the plurality of needles. Jacobsen teaches an electroporation 
device having an impedance tester to monitor the resistance of the tissue to ensure that the 
current remains constant (col. 6, lines 22-26). It would have been obvious to modify the device 
of Draghia-Akli to include an impedance tester as taught by Jacobsen so that the user can ensure 
that the needles remain in contact with the tissue to prevent voltage spikes that could cause 
injury. 

Response to Arguments 

16. Applicant's arguments filed 7/21/1 1 . In light of the amendments, a new ground(s) of 
rejection is made in view of Draghia-Akli et al. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAURA BOUCHELLE whose telephone number is (571)272- 
2125. The examiner can normally be reached on Monday-Friday 8-4. 



Application/Control Number: 10/657,725 Page 8 

Art Unit: 3763 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 517-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Laura A Bouchelle 
Primary Examiner 
Art Unit 3763 



/Laura A Bouchelle/ 

Primary Examiner, Art Unit 3763 



